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9k(f<4uJ 3flT liHctk 

aifKRj^rr 

18 Tplt 2000 

I 

w.^r.fa. 6 i 9 ( 3 T).— 3 fkfa 3 ik Timr frw, 1945 33 afk wfttn % %tt 3 ifim fwri 33 frc#rfis?T 
■jrr^r, fcpft fK 3 iR sfafa ^ % tim w??f affafa afa -HFrrft stMwt, 1940 

(1940 iw 23) 3 ft 3RM2 aftr *mr 33 510 3 p ^3 3 rf 333 f 33 33 ftT 33^ fi? 33 ftt ^cft t, 1333 umarf 3ft arftsipprn; ^r^fr 
^rfeprf 3ft'jrpppifr%%c[fftnftr3717) 33 Tf 33 #ft3ftTFHmrt, y^'ifi/M ^Tismbt aftT 3 F 7 j 33 T 3 t wt t 

■pUEFTf ' C R ‘cTTChST TTSTT^ '5rf?r=ff f^TO^r 3^ 3lf37i337 H3,|fS||fl 3ft TSffift t, '^PTfTT 3ft 13WP53 33T ift Wt f, ft<1 lefty 

fft3 cftt gpifa 3ft yyiffti % 333T^f33n: f^n 3irftTTr1 

3TT?ft?ITT 4^113, 3fft 3>l^ 4 hP=1 *1, 7317*3 gfo hR=ik 'fce'HN '331773, 3173 7R°bk, Pi-hI u I 333, 3^ [fteeft-110011 3ft ^ 

3TT 773^1 f I 

^rfwfti % 7133 -ftf, f^izrf%^^qi:fqf^^3TqftTqFtyqif?( % ^ 3T3T ^rft 3Tet f3>7ft aroh 3i 7^113 37 %?ft3 
7T731R 5RT f313T 3nft3r1 

1. Iwif 31T Tiftm 3 ft afNft 3#t 3raitprwnft(-77^33) fftTrc, 200011 

2. # 3 f 3 377m Trmrft fwr, 1945 3ft 37375# -ft,— 

(I) 3m 12 73 3 ',— 

"l. 733 $31/3<i3>' ’ % 3HfN,— 

(31) “3T. 733 3H % %TJ 3734.5” ^ #if3i % 3?#3 3# (3) 3, 377 71. “V%73T3 37 PfHfelRrcl 7731 
3TTftTT, 3T#7( :— 


“"3. 3fd?i)3 7T3>3V’ 
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(33) “"Z Rof 33RT 3JUS (3) ft' Rt 3T31R irf^PT” ?Kf #3 iflfflT % 

3*3Fi R3 ft) 3R^3T itzRspt ark 3ft ■qppTr” ?k afft 33W 73ft vmftft; 

(r) “■3 aifft^sr” tr ftftfcF % stfth 3 i^ (2) ft “RfRraftr ft) yRtstt” tk! ftR 37133 % 3 *m 33 

ft) 3R%33 sfft qfc1?ftsi IW R1«R ftR 33SR 3# *nftft; 

(r) ftfarr” ftftftF % sTftftr 73^ (7) ft "■qfirate ft) trtr Rfftspr” Rpaft ftR spir % wr rt 
" 4f clatter ft) 337ft>37 aftt 3)) ETEtft” ftft: 31833 U5 Wftft; 

(ii) “ iii" )ft>3ft 733T ftftt SET 77Rft 7R3T ft W 7ft7ZSFf ^FT 33371^ ?fftftF% eifttR “ (^) Eftapn 3|fftETR” ^3 
Wftnft "'Ef<lRi)*Tft)77RR RfftJH” RKt 3k W %7^E7‘‘2FfEr#Eft)3riftE7RfojB ftft EfmRTRT 

7ftEFR33” RPR ftR 33837 7ift vsflRft | 

(ii) eft i2 T r3, “i. w ^eetr? % fqfaqfa %feRRsftsTTR"ftnftF%arftH— 

(et) J, 3i. ^mwart^ M ^#fe%37#T-sn^2 % 3m (ii) ft, ‘‘r^st^R) TWTRE^fttiFpft)'’ 
t?k ftri 3 tw% w3-q3 ,, T3^.3iT^.^t.i3rs7TT E r. sni ft). n qfwtvilRft)TiiftET Rfori 3%Ef/ciTift-t7ft” 
W sfft 33837 333 ) wftft; 

(isr) “str. wr % %r tRrwHi ett ttw^ afft ftgERr" up ftftftF % 3 t#t ms (et) 3 ssms ( 2 ) ftR 

' 3 ' 33 a«s (3) ft, “Ecpuftra ft) -zestt” Ri®ft ftR arsrc % 3 *th R3 % arm t, "^Tfcrm ft) ftp 

Ef ci^ftsr 3ft" 3?PR 33k 3T8T7 73ft ^Pt; 

(t) f^K"! ftf^qd! eRfet” tje ftftftF % srftfa ft) EiwH” TPftf 3 fR 33^3 % 7 * 3 Fi R 7 

‘‘ EfPRtm ft) 737ft>3[ RfZMFI 3frc^f?mJ*3 3ft^F3333” 3K ftft 3P(T7 77ft-snftft; 

(E) “-0. TRcT TEEIRf EiT E 7 ) 8 TY’ TFT 7 riW*F% 3 ?»lh "^fTcT^lsq Yt ^R? tRP 5 TT” TT^f 3 ?R 33 !R 3 f % 3 «IR T 3 
“^fTTjiler Rt 333^33 Rfe^H sfR qf 3Rll«I 3Tt qFT33T” ^ 3^3 33^3 33^ ^Pt; 

(S) "?[. #333 WTRT” ^7 TfRPF'F' " qfvfT^ ^ yfd^R” 3^3 33^Rf % 3«IPT T3 “'^^*3 313^33 

TTfesFT 33R q^331?i)sT 3ft 'qi«R3H” W 3^3 33833 33^ '^IT^ I 

[33. 3JR33 11014/1/2000-3S)-QT3ITfl ij^ R[. TnT3. TI. ] 

3JRR3 7 J'3R, 33 tHpqq 

U|c( feiqai ; —-5?§q Rm 33fR3J5RT 33. TTF-28-10/45(1), Rr!^ 21-12-1945 ^T3T3T3m^t yqqRld fep; Trtl^sfR^rR 
33fiP3 331^.1%. 352 (33), f^F 26-04-2000 ?T3T337i)«3R f^F W «3T I 1-5-1979 3W^T«TI 3T9frftm 33Rt?1 
rR 3f3TWR 33TRT) IWT, 1945, 32313*23 rR 3lW[ R^Tem (32?T3«2T fR'HFI) % afrm rR RTim 33PT3ft 

aifRRm, 1940 (R[ R^ TR33-61) U'+TW R R3TfJc«e 11 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 18th July. 2000 

G.S.R. 619(E). —The following draft of certain rules further to amend the Drugs and Cosmetics Rules 1945. 
which the Central Government proposes to make, after consultation with the Drugs Technical Advisory Board, in 
exercise of the powers conferred by sections 12 and 33 of tire Drugs and Cosmetics Act. 1940 (23 of 1940). is hereby 
published as required by the said sections for the information of all persons likely to be affected thereby and notice is 
hereby given that the said draft rules will be taken into consideration after the expiry' of a period of forty-five days from 
the date on which the copies of the Official Gazette in which this notification is published, are made available to 
the public. 
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Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Health and Family Welfare. 
Government of India. Nirman Bhawan. New Delhi-110011 

Any objections or suggestions which may be received from any person with respect to the said rules before 
the expiry of the period as specified above will be taken into consideration by the Central Government. 

DRAFT RULES 

1 These rules may be called the Drugs and Cosmetics (Amendment) Rules, 2000. 

2. In the Drugs and Cosmetics Rules, 1945, in Schedule F.— 

(1) In Part XII B — 

(i) Under the heading "1. BLOOD BANKS/BLOOD COMPONENTS".— 

(a) Under sub-heading “H. CRITERIA FOR BLOOD DONATION", in condition (3). for the 
item number f the following shall be substituted, namely 

"f. Hepatitis infection”; 

(b) Under sub-heading “K. TESTING OF WHOLE BLOOD" in clause (3). for the words and 
letter "Hepatitis B surface antigen”, the words and letters "Hepatitis B surface antigen anc! 
Hepatitis C Virus” shall be substituted; 

(c) Under sub-heading "L RECORDS", in clause (2). for the words and letter "Hepatitis B surface 
antigen”, the words and letters "Hepatitis B surface antigen and Hepatitis C Virus" shall be 
substituted; 

(d) Under sub-heading "M. LABELS”, in clause (7). for the words and letter "Hepatitis B surface 
antigen”, the words and letters "Hepatitis B surface antigen and Hepatitis C Virus" shall be 
substituted; 

(ii) Under the heading "III. PROCESSING OF BLOOD COMPONENTS FROM WHOLE BLOOD 
BY BLOOD BANKS”, in sub-heading "D. TESTING FACILITIES”, for the words and letter 
"Hepatitis B surface antigen”, the words and latters "Hepatitis B surface antigen and Hepatitis C 
Virus” shall be substituted; 

(II) In Part XII C. under the heading “I. REQUIREMENTS FOR MANUFACTURE OF BLOOD 
PRODUCTS”,— 

(a) Under sub-heading “A. GENERAL REQUIREMENTS”, in clause 2, in sub-clause (ii) for the word 
and letter “Hepatitis B”, the words and letters “Hepatitis B surface antigen and Hepatitis C" shall be 
substituted; 

(b) Under sub-heading "B. COLLECTION AND STORAGE OF PLASMA FOR FRACTIONTION". in 
clause (a), in sub-clause (2) and sub-clause (3). for the words and letter "Hepatitis B surface antigen”, 
where they occur, the words and letters "Hepatitis B and Hepatitis C” shall be substituted; 

(c) Under sub-heading “E. VIRAL INACTIVATION PROCESS”, for the words and letter "Hepatitis B 
surface antigens”, the words and letters "Hepatitis B surface antigen and Hepatitis C Virus" shall be 
substituted; 

(d) In the sub-heading, “G. TESTING OF BLOOD PRODUCTS”, for the words and letters "Hepatitis B 
surface antigen”, the words and letters "Hepatitis B surface antigen and Hepatitis C Virus" shall be 
substituted; 

(e) In the sub-heading "I. LABELLING”, for the words and letter "Hepatitis B surface antigen”, the 
words and letters “Hepatitis B surface antigen and Hepatitis C Virus” shall be substituted. 

[No. X 11014/1/2000 -DMS & PFA| 
DEEPAK GUPTA. Jt Sccy. 

Foot Note :—The principal rules were published in the official gazette vide notification No. F-28-10/45-H( 1) 
dt. 21-12-1945 and last amended vide GSR 352(E) dt. 26-4-2000. The Drugs and Cosmetics 
Rule. 1945 as amended upto 1-5-1979 is contained in the publication of the Ministry' of Health 
and Family Welfare (Department of Health), containing the Drugs and Cosmetics Act. 1940 
(PDGHS-61). 


Printed by the Manager. Govt of India Press. Ring Road. Mayapun. New Delhi-110064 
and Published bv the Controller of Publications, Delhi-110054. 




